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What •re 10me general things you should know about (!!eart-h? 

Research is deJigoed to pn sc~tilic i!lfomwi0111hat may belp other people in the future. You 

may not receive any direct benefit from panicipating. There also may be risks. 

You may tefuse to take part l!l reseazch. 

Details are d'5cussed below. It is important that you understand this infonnation so that you can 

utake aa informed choice. You will be givc:n a copy of this consent form. You should ask the 

researchers oamed above, or staff memhus who may assist them, '""'questions you ba'-e about 

this srudy at any time. 

What is the. purpose of lbb sMdmen repoJitorr or "biobank?" 

Research wilh blood, tissue, cells or body fluids (specimens) can help researchers underStand 

how the hlinWI body works. Researdl can also answer otl!er questious by using Specimens. 

Researchers may develop new tests to fiDd diseases, or new ways to tnat diseases. lo the future, 
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resell<b may help 10 dcV<:Iop new productS, such as drugs. Specimens are commonly used for 

genetic resean:b. Sometimes n:surchets collect and store many spccimem ~and usc 

them fur diffetentldnds of rcseoudl, or share thorn with other scientists; this is co:Jcd a specimen 

repository or .. biobank." · 

All specimens for this study will be labeled with your study subjoel number !hal does not include 

pcnonal identification infonnatiOD and "'ill be stored in a cq>OSitory "':bae only projcc:t 

members will have aocess to the specimens. Tbctc is a need tO SlOn: specime:u m such a 

n:pository because this will be"" oogoing srudy wbete specimen.s from subjects will be collected 

over nn extended period of time. Storing of specimen!> allows Cor all specimens to be processed 

at the .same time. 

It abo makes it possible 10 keep lillY mnailling spccimms in our biobonk indefinuely and allows 

our scientists the opportunity 10 ·further study these specimens with as yel unknown questions 

and techniques. Research studies and questions in wbicb 1he specimens may be used bave not 

yel been determined. These stud.ics may involve &c:octic reSearch. Genetic research is about 

finding the specific location of genes, learning how genes worl<, and investigatina relationships 

between a cer1>.in gene and the cnvironmeru or poople's lnbits and diets, and difl'ermt diseases. 

How !!ill !be •wl!!!ens be c9ll<$!ed! 
Your spccimms wiU be collected during the resell<b study listed on the first 1'$80 of this 

cons<nL ~o additional specimeN will be ooUected £rom you. 

What wiUbaopeg_ to tile specjgtm? 
Study specimens will be stored in a secw-e room with restri~ access at the U.S. Environmental 

l'rolec:tioo Agency Human Studies Facility Joc.led in Cb2pd Hill, North Co:olina. The 

specimen will be prepared, labeled with the srudy subiect idetuilic:alion number, and stored 

indefinitely in a freeur for fu~ testing under /RBI 07-J 768, R1pwilory for Storage of Human 

Sptclmens. Names of subjects 8S$Oclated with !D numbers will be nccruved and locked; only 

medical and scientific pusonncl directly associated with this study will have access 10 this 

infonnation. No personal identifYina icfOllll.ltion will be a~ to the biologic Ouid specimen. 

Portions of the specimen may be shared "ith ..,.archers a! other scientific institutions, ho-. 

only ooded specimens "'ill be sent and the investiptor will employ a data use agn:ement. Under 

no circumstances will any identifying informatio11 be sent along with specimens. The decision to 

destroy the specimens may be made by the investigator or by you if you Dotify tlJe in'•estigator ln 

writina thai you no longer want the specimens ston:d. 

Wb•t are the PWibte beaefit.-c to you.! 
Benefits to you are unlikely. Research. is designed to benefit society by gaining new knowledge. 

You will not bene5t pttSOnally from having your specimens stored in this biobank. 

Wbat an the possible ri!ks or dixomforts illvolvtd with tbc yu ofvour Sp(cimens? 
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Risk ofbmi<:b ofoonlidemiality is minimal You will be assigned a s1udy numbet which will be 

used for dala- not yow llOlDe. Tbe snxly numbet is all that will be cnlaed intO computer 

databases. AU paper files which may contain your name or screening number are secure in 

looked file cabinets in the EPA l>uilding wbicb has limited oc:ccss 24 bourslday. A numeric 

coding system will be used to ensure that you cannot be directly identified from the specimens 

alone. If we eolleet genetic information from the stored specimens, thc<e is also a potential risk 

for some of your re.ativq and olbc< members of your etlmic I!JOUp, since they sbue some of 

your genetic makeup. 
Will tber~ be aav cut ty yo11 for storage oftftc tntc:imea.!? 
There will be no cost to you for the storage and use of the Specimens for research purpnses. 

WiD xoy m:riyc evtbing for tbe v-•~ of yoar sPttimftd! 
You will oot receive any additional compensation for baving your specimen., stored in this 

biobank. 

Wlto OW'JIS the .spscUpsas? 
Any blood, body nuids, cell or ti .. ue SPCCim<1JS ob<ained for the purpose of this Sllldy become 

the exclusive property of The U.S. EovironmeniAI Protection Agency and will be stored under 

IRBN 07-1768, Repository for Storott of Human Specimens. Tho researchers may retain, 

preoervcordisposeofthese specimens and may use these specimens for resea:d> that may result 

in commercial applications. There ore no plans to compensate you foo- aay /inure coounetciaJ 

use 0 r these specimens. . 

How will )·oqr prlv•cr be prot.tettd? 
You wiU beassi8Ded a snxfyidcorifieationnumber. Namesofsubje<tsossociated v.ith ID 

numbets will be arehivcd and looked; only medical and scientific JlCI'O'l'1d associated v.itb this 

study will have access to this information. No pet$0oal identifYina information will be anaobed 

and/or recorded in the data log $beets, biologic specimens, or electronic data sel$. No subjects 

will be idcotilied in any repon or publication about this study. Although every effon will be 

made 10 l<ccp researcb rec:orCs privale, then: may be times wbeo fedaal or swelaw reqllires the 

dioelosurc of such reoords, ineluclill& pet$0nal information. This LS '"'Y unlikely, but if 

disclosure is ever required, tbe U.S. 1Jo,1ronmental Protection Aseney and UNC-Cbapel Hill 

wlU take steps allowable by Jaw to p.roLect the privacy of personal information. ln some cases. 

your information iD this researcb study could be reviewod by representatives of the l.,iniversity, 

rcsean:b sponsors, or government ogcncies for purposes such as qU..:ity cootrol or safety. 

Study specimens will be stored in a s<Clll'e room with r=ricted access. The sample will be 

prepared and stored indefinitely in a ftec2,er for future testing. Ponions of the speoimeos may be 

shared with researchers at other scienti fic institutions, however. only coded specimens will be 

sent. Under no cireumstances wiU any identil\ling infoiiJl8ljon be sent along with specimens to 

outside i.ovesli81"0f'S. All medical r=:ds generated during this study will be kept in the medical 

!<:COlds offke at the EPA HumiOil Studies Facility. The Medical Station is locked \\itcn not 
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ana>ded by study staff, and the EPA Hu:nan Studies Facilicy hu limiled access to lllllhoriud 

individuals ooly, 24 bounldoy for 7 doys/w«:k. 

If genetic infonnation is obtained from your stored specimens, A Federal law called the Oenetic 

Infonnation Nondiscrimination Act (GINA) generally makes il illegd for health insurance 

componies, group health plans, lind most employen to discriminate aaaU>st you based on your 

genetic infonnation. GINA cces not protect you Jlillnst genetic discrimination by companies 

that sell life insunncc, disability inswance, C<lona·term '""'insurance. GINA also does not 

protect you against discrimination based on an already-diagno$ed genetic condition or disease. 

Will [tte&J!brrt lftk IDPrGl'aJ f[Om yog to do future stttdlt! lnvolvjp& the !Dccimms! 

By si&Qicg this consent form. you ore giving yoor permission for resu:rchers to ,... your 

specimens as d0$Cnbcd abo>'<. Cumnt ond funue n:scarcb is ovtneen by a <om:nittee called the 

Institutional Review Board (IRB). The role oftltc lR.Il is to protect the rights and welfare of 

'"""arch participants. In son:c .....,~, the lR.Il may require that you be re-<:ontacted and asked for 

your consent to use your specimens in a specific research study. You have the rillht, at that 

future tim<:, not to participate in any n:scarcb study for which your consent is JOU&hL Refusal to 

participate will not affect your medical care or mull in loss of benefits to which you are entitled. 

WW )'OU reeeive rgu.lts from retearcb invoJvinc your ~pedmeas? 
MOll n:scarcb with your specimens is not expecled to yi~ new information that would be 

IJ!COJiiD&ful to share with you peroooally. There are ao plaDs to ......,.,..., you or olhcr subjects 

with information about research results. 

C!A.l'Olt wjtlad:raw tbc medmfU from lhe rgS;I[tb repotitoa? 

If you decide that you no looser wish for the specimens 10 be stored. you shoold contact the 

resea:thers on t1tc !loot page of this form. It is best to make your request in writins. 

Any analysis ill proa,ress at t..!o)e time of your request or already perfomed prior to your request 

beiog received by the researcher"''" continue to be used as pan oftberesearcb •tudy. Once the 

researchers haYe been notified, your remainine specimeos would be destroyed. lt you do not 

make such a r<:quest, the spceimens may be stC<ed forevet. The mean:bcn may choose to 

destroy the ~imeo.s at any time. 

Wbat will happm tr you are iajyred by tbis rgearch? 

All fOilllS of humt.D health .-reb involve some risk of injury or illness. DesPi:C our high level 

of precamioo, you may develop an injury or illness due to putieipotiog in this study. If you 

develop an injury or illness detennined by an appointed US EPA physician to be due to your 

participation in this research, thc US EPA will reimbutlle your medical expenses to treat tbc 

injury or illness up to $5000. If you believe your injury or illness wos due to a lack of reasonable 

care or otbct neg)iJent actio:J, you have the right top~ lepl remedy. The Federal Tort 

Claims Ac<, 28 U.S.C. 2671 eL S<q .• provides for money damages against the United States 

when personal injury or property lass results from the negligent or """'gl\ll act or omission of 

any employee of the EPA whi.le acting within the aeope of his or her employmenl. Signing this 
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conoc:ot foan does oot ~ve any of your legal rights or release L'>e investiplOr, 6e sponsor, the 
institution, or its asents from liability for negligence. 

If a research related injury or illness occurs, you should contaGt the Director of the EPA 
NHEERL Human Research Pr<>tocol Offico at (919) %6-6217. 

Who is sponsoring tbb ffS!IlCSh7 
This research is funded by the United StaleS Environmental Protection All<ncy. Several of the 
investigators including the Principal Investigator are fecknlemploycc:s. The researchers do no~ 
however. have a direct financiol interest in the final resulu of the srudy. 

What It you have aaestiops a bote tbb munh? 
You ha,·c the righl to ask, and baY<: answa<d, any questions you may have about this reseazd>. If 
you have questions, you should c:otltact the res-cbers listed on the first pegc of this form. 

What if you bave questioas !bogt your riebts as a rgeauh Ju.bicc.fl 
AJJ resc:arcb on bwnan volunteers is ~viewed by a oomtnittee that works to protect your rights 
and ·welfare. I r you have quesd.oru or CQoccrns about your rightS as a research subject you may 
cooiAC1, anonymously if you wish,thelnstitutiooal Review Board at 919-966·3113 or by e-mail 
to IRB _ subjects@unc.edu. You may also oontact the Director of the EPA NHEERL Human 
Research Protocol Office at 919·966~217. 
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Tille or !!l!4y; Cardiopllmonary Respo!lses 10 Expcm.R 10 Otone and Diesel E>chausl with 
Modomte Exercise in Healthy Aduhs 

Prigcjplc layeuigator: Mich.ael Madden, PhD 

Sublesfa Amemat: 

I have read the infonnation provided above. I have a.<ked all the questions I have at this time. I 
volunwily aarce tO p3J:Iicipate. I agree to my spccimeo(s) beiDa stOred with the identifying 
code(s). 

Sipture of Research Subject Date 

Printed Namc o£Researdl Subject 

Signarun: or Researdl Team Manber Ob<aininS Consent 

Printed Name of Re>Carch Team Member Obtaining Coruent 
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